


UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

&EPA =:11'_00 Office of Pesticide Programs

Wednesday , May 06, 2009

MEMORANDUM

SUBJECT: Acute Toxicity Review for EPA Reg. No.: 42048-R
Product Name: Glyco-san
DP Barcode: D362641

FROM: Earl Goad, Biologist
Chemistry and Toxicology Team
Product Science Branch
Antimicrobials Division (7510P)

THRU: Karen Hicks, Team Leader
Chemistry and Toxicology Team
Product Science Branch
Antimicrobials Division (7510P)

THRU: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510P)

TO: Tracy Lantz -acting PM#34/Stacey Grigsby
Regulatory Management Branch II
Antimicrobials Division (7510P)

Applicant: Celeste Industries Corporation
7978 Industrial Park Rd.
Easton, MD 21601

PRODUCT FORMULATION FROM LABEL:

PC Codes Active Ingredient(s):
128929 L-Lactic acid

Other Ingredient(s):
Total:

% bywt.
12.00
88.00

100.00



I) BACKGROUND:

The registrant has submitted a full 6-pack of original studies to suppo rt the Acute
Toxicity data requirements for registration of EPA file symbo l: 42048-R (Glyco-san).

This is a commercial end use product proposed as a cleaner and disinfectant for
potable water supply systems for aircraft . It is used both neat and at use dilutions
depending on the application.

A primary review of these original studies was conducted by the Product Science
Branch (PSB)/Antimicrobials Division (AD) contractor: Comp uter Sciences
Corporation (CSC). The Chemistry and Toxicology Team (C'Tf) conducted a brief
secondary review to assure that the studies meet EPA/OPP criteria, and is
responsib le for this memorandum.

11 ) FINDINGS: PSB findings are:

A. The systemic Acute Toxicity studies , including Oral, Derma l, and Inhalation all
are classified as catego ry IV. Also they were all conducted and reported in an
accepta ble manner

B. The Primary Eye Irritation study resulted in a category 111 and is also acceptab le.

C. The Primary Skin Irritation is an acceptable category IV.

D. The Dermal Sensit ization study reported some procedural irregularities. However
appropriate accom modations were made to compensate for the errors. The
result s are fully acceptable; Glyco-san was not shown to be a dermal sens itizer.

III) The acute toxicity profile for 42048-R (Glyco-san) is currently :

Study MRID Number Toxicity Status
Catego ry

Acute Oral Toxicity 476814-03 IV Acceptable

Acute Dermal Toxicity 476814-04 IV Acceptable

Acute Inhalation Toxicity 476814-05 IV Acceptable

Primary Eye Irritation 476814-06 III Acceptable

Primary Skin Irritation 47681 4-07 IV Acceptable

Dermal Sensitization 476814-08 Non- Acceptable
Sensitizer
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